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ANDA \?—511-_(56(;_ ng/15 mg)
9-512 (500 mg/30 mg)
89-513 (500.mg/60 mg) .

T
Roxane Laboratories, Inc.

Attention: Sue T.
P.O. Box 16532
Columbus, OH 4321
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Dear Madam:

We~acknow1edge th
October 23, 1997,

In compliance with your r
' accordance with Section
“Federal Food, Dr

withdraw approval

of the applicat
be given by publication - v
in the Federal Register in acco

5-6532
AIFNRIMA

drug applications

Bastaja' RoPho '3 J-Do Ay { Q 1~ e

e receipt of your communication dated

. requesting withdrawal of approval of -
your abbreviated new o
(Acetaminophen and Codeine Phosphate Tablets USP) .

for Codaphen™

equests dated October 23, 1997, and in
314.150(c) of the Regulations under the -
and Cosmetic Act, action will be taken to
ions. Appropriate notice will

rdance'with:SectiOh.314.152.

These withdrawals will not prejudice any future filing of the

applications be c

.applications. You may request that the information in these

onsidered in connection with any submission.

Sincerely yours,

Jerry Phillips

Director ,
Division of Labeli
Office of Generic

ng ahd.Proqraﬁ Support
Drugs ‘

Center for Drug Evaluation and Research
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'Endorsement:

ce: ANDA §9-511

89-512
89+513

Division File
HED-647 /Chem Branch
HFD-612/Bio PM
HFD-92
Field Copy
HFD-324/MLynch
HFD-7 | -
HFD-330 v
HFD-610/JPhillips

HFD-617/Branch PM/MAnderson/11/14/97 m fLﬁQ‘ﬂ/h»~ tleals>
HFDr§17/M.Anderson,Acting chief, RSB MAnderson/11/15/97
nw\11\07\97\ : ‘ ;

F/T by pah//11/18/97
x:\new\firmsnz\roxane\ltrs&rev\89511wd.apf ’

WITHDRAWAL OF APPROVED APPLICATIONS!
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FedEx .
Tracking
Number

BE"!E‘]?H‘]ISID

3{2{} i | ;}“‘%‘é‘? i W V{ﬁ Phone "»ﬁf% ﬁﬁ}j féﬁ% [ FedEx 2Day

4a Express Package Servic
[] FedEx Priority Ovemight

Next business moring

Packages up to 150 Ibs
Delivery commitment may be later in some areas.
FedEx Standard Overnight || FedEx First Overnight
Next business afternoon Earliest next business moming
delivery o select lacations

(] FedEx Express Saver (] NEW FedEx Extra Houes

3 -l:-(elmplent’;m {)
Q_pany @Eé;m; e

M:
Addressg} iﬁ

* To"HOLD" at FedExlocation, print FedEx addrass.

wkockville.

zp W}ﬁg

W

gnm deliverto P 0. boxes or P-0. ZIP codes.

econd business day Third busiress day Later drop-off with next business
FedEx Envelope rate not available, Minimum charge: One-pound rate ——— aftemoon delivery for sefectlocafions
4b Express Freight Service Packages over 150 [bs.
Delivery commitment may be later in some areas.
FedEx 1Day Freight* FedEx 2Day Freight FedEx 3Day Freight
D Next business l};v g D Second husmasysdav 9 D Third business Xa g
*Callfor Confi
H *Declared value limit $500
{,Packagmg o,
FedEx Envelope* [ Fadex Pake L1 Other Pkg.

Includes FedEx Bax, FegEs
Tube, and customwl?g

6 Special Handling Include FedEx add %ﬁﬁbna

D SATURDAY Delivery SUNDAY Delivery HOLD Wegkday . HOLD Satarday
Available only for FadEx Priority D Available orily for FedEx Priority D at FedEx Location D at FedEx Location._
Overnight and FedEx 2Day Ovemightto select ZIP cades Not available with Avaitable onky for FedEx Pritnity
toselectZIP codes FedEx First Overnight Ovemight and FedEx 2Day
: to select locations

Includes FedEx Small Pak, FedEx
Large Pak, and FedEx Sturdy Pak

Does this shipment contain déngerous goods?
ne box must be checked,

AT
No Yes Drylce, Cargo "
] As per attached L onbesginros x w L Aircraft
s Shipper’s Declaration nl
Dangerous Goods {incl. Dry Ice) cannot be shipped in FedEx packaging or with FedEx Extra Haurs service. y

D Obtain Recip.
Enter FedBx Acet. Mo. or Credit Card No. betow, ————— Acct No.

[T Credit Card

ayment Biflto:
o
Send ] Rec|p|ent

A cLNo in Sectmn
Thilbe biled

D Third Party ["] cash/Check

Total Packages Total Welght “Total Declared Valuet Total (:harges

$ 00

Credit Card Auth.
Tour liabifity is limited to $1UU unless you declarsa hlgher value. See back for details.

8 Release Signature Slgn’ ithor

By S|gnmg you autherize us ta deliver this shlpmemwnhou‘t obtaining a signature ’
and agree to indemnify and hold us harmlessfrom any resulting claims.
Questions? Visit our Web site at fedex.com

or call 1:800-Go-FedEx® {800}463-3339.

Rev. Date 12/00¢Part #155915©1994-2000 FedExePRINTED INUSA.  GBFE 4/01
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